Certificate CN25/00002689

The management system of

WUHAN MINDRAY SCIENTIFIC CO.,,
LTD.

Building 5, No.18, Jiulong South Road, East Lake High-Tech Development Zone, Wuhan, Hubei,
430206, P. R. China

has been assessed and certified as meeting the requirements of

1ISO 13485:2016/EN ISO 13485:2016
Medical devices - Quality management systems - Requirements for
regulatory purposes

For the following activities

Design, Manufacture, Service and Sales of Reusable Plasma Electrode, Disposable Plasma Electrode,
Resectoscope Outer Sheaths, Resectoscope Inner Sheaths, Obturators, Working Elements, Rigid
Endoscope, Ultrasonic Surgical & Electrosurgical Energy Platform, Ultrasonic Surgical Instrument,
Electrosurgical Platform, Single-Use Ureteroscope and Single-Use Cysto-Nephroscope, Endoscope
Camera System with Camera Head, Endoscope Light Source with Light Cable, Single-Use Irrigation
Tubing Set, Single-Use Suction Tubing Set, Cysto-Urethroscope Sheaths, Inserts with Albarran Deflector,
Endoscope Bridges and Endoscopic Surgical Instruments.

This certificate is valid from 07 April 2026 until 24 April 2028 and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 24 April 2025

Certified activities performed by additional sites are listed on subsequent pages.

(. Moran

Authorised by

Liz Moran

Business Manager

SGS United Kingdom Ltd

Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN
t +44 (0)151 350-6666 - www.sgs.com

igjtally signed by Prodan Sveatoslav

ate: 2026.06.24 14:40:22 EEST
Reason: MoldSign Signature
Location: Moldova
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This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as E' BT E‘
a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to 3
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or

falsification of the content or appearance of this document is unlawful.
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Certificate CN25/00002689, continued

WUHAN MINDRAY SCIENTIFIC CO.,
LTD.

ISO 13485:2016/EN ISO 13485:2016
Medical devices - Quality management systems - Requirements for
regulatory purposes

Issue 2

Sites

WUHAN MINDRAY SCIENTIFIC CO., LTD.

Building 5, No.18, Jiulong South Road, East Lake High-Tech Development Zone, Wuhan, Hubei, 430206, P. R.

China

Design, Manufacture, Service and Sales of Reusable Plasma Electrode, Disposable Plasma Electrode,
Resectoscope Outer Sheaths, Resectoscope Inner Sheaths, Obturators, Working Elements, Rigid Endoscope,
Ultrasonic Surgical & Electrosurgical Energy Platform, Ultrasonic Surgical Instrument, Electrosurgical Platform,
Single-Use Ureteroscope and Single-Use Cysto-Nephroscope, Endoscope Camera System with Camera Head,
Endoscope Light Source with Light Cable, Single-Use Irrigation Tubing Set, Single-Use Suction Tubing Set,
Reusable CystoUrethroscope Sheaths, Inserts with Albarran Deflector, Endoscope Bridges and Endoscopic
Surgical Instruments

WUHAN MINDRAY SCIENTIFIC CO., LTD.

Zone A, No.828, Gaoxin Avenue, East Lake High-Tech Development Zone, Wuhan, Hubei, 430206, P. R. China
Design, Service and Sales of Reusable Plasma Electrode, Disposable Plasma Electrode, Resectoscope Outer
Sheaths, Resectoscope Inner Sheaths, Obturators, Working Elements, Rigid Endoscope, Ultrasonic Surgical &
Electrosurgical Energy Platform, Ultrasonic Surgical Instrument, Electrosurgical Platform, Single-Use
Ureteroscope and Single-Use CystoNephroscope, Endoscope Camera System with Camera Head, Endoscope
Light Source with Light Cable, Single-Use Irrigation Tubing Set, Single-Use Suction Tubing Set, Reusable Cysto-
Urethroscope Sheaths, Inserts with Albarran Deflector, Endoscope Bridges and Endoscopic Surgical Instruments
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a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or
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Certificate CN25/00002689, continued

WUHAN MINDRAY SCIENTIFIC CO.,
LTD.

ISO 13485:2016/EN ISO 13485:2016
Medical devices - Quality management systems - Requirements for
regulatory purposes

Issue 2

Sites

WUHAN MINDRAY SCIENTIFIC CO., LTD.
Zone A, No.18, Jiulong South Road, East Lake High-Tech Development Zone, Wuhan, Hubei, 430206, P. R. China

Manufacture of Reusable Plasma Electrode, Disposable Plasma Electrode, Resectoscope Outer Sheaths,
Resectoscope Inner Sheaths, Obturators, Working Elements, Rigid Endoscope, Ultrasonic Surgical &
Electrosurgical Energy Platform, Ultrasonic Surgical Instrument, Electrosurgical Platform, Single-Use
Ureteroscope and Single-Use CystoNephroscope, Endoscope Camera System with Camera Head, Endoscope
Light Source with Light Cable, Single-Use Irrigation Tubing Set, Single-Use Suction Tubing Set, Reusable Cysto-

Urethroscope Sheaths, Inserts with Albarran Deflector, Endoscope Bridges and Endoscopic Surgical Instruments 7%
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